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S T ’UmTE%TATEs ENVIRONMENTAL PROTECTION AGENCY
> M % WASHINGTON, DC 20460

QFFICE OF
PREVENTION, PESTICIDES AND
TONIC SUBSTANCES

NOV 2 8 2005
Laurent Mézin
Project Manager
Arysta LifeScience Corporation
15401 Weston Parkway, Suite 150
Cary, NC 27513

Subject: Iodomethane Technical
EPA File Symbol No. 66330-ULT
Your submission dated August 15, 2005
EPA Decision No. 219256

Dear Dr. Mézin:

The Agency has determined that the 96 hour Acute Toxicity Test of lodomethane with Common
Carp (MRID 466234-01) is acceptable and satisfies the guideline requirement 72-1. A copy of
the Agency’s Product Data Review DP320700 dated November 21, 2006 is enclosed for your
records.

The Agency’s decision as to whether this product will be registered will be made upon
completion of the review of other data submitted for this product.

If you have any questions, please contact Robert Westin by phone at (703) 305-5721 or via email
at westin.robert{@epa.gov.

Product Manager (21)
Fungicide Branch
‘Registration Division (7505P)

Enclosure




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF PREVENTLON, PESTICIDES AND TOXIC SUBSTANCES

PC Code: DOOO11
[rata Beview DP Barcode: 320700
DATE: November 21, 2006

MEMORANDUM

SUBJECT: lodomethane Data Beview

TO: Robert Westin, Risk Manager Reviewer
Mary Waller, Risk Manager 21
Cymthia Giles-Parker, Chief, Fungicide Branch
Registration Division (7305F)

v o s 7 it /‘15 / C
FROM: James Felkel, Wildlife Biologist | . 7&5{'@“‘ :
' Environmental Risk Branch V ’ g el
Environmental Fate and Effects Division (7507F) _ T ;1; / a &

i1 2

APPROVED BY:  Mah T. Shamim, Branch Chief f,f‘”%%yﬁ,ﬁ{/w&fff
Environmental Risk Branch V. 7/ // 7 _—"
Environmental Fate and Effects Division (7307F)

The attached document contains the Environmental Fate and Effects Division’s (EFED) data
review of a submitted acute freshwater fish study (MRID 466234-01). This study is currently
classified as ACCEPTABLE.

CITATION: Sueta, 5. 2003, A 96-hour Acute Toxicity Test of lodomethane with Common Carp. Unpublished
siudy performed by Kurume Laboratory, Fukuoka, Japan. Laboratory Report Wumber: 32548, Study submitted by
Arvsta LifeScience Corporation, Tokyo, Japan. Experimental start date was June 17, 2002 and experimental
termination date was June 21, 2002, The final report was issued February 24, 2003,

EXECUTIVE SUMMARY:




In a 96-h acute toxicity study, common carp, Cyprinus carpio, were exposed to Iodomethane at nominal
concenlrations of 0, 0.781, 1.09, 1.53, 214, and 3.00 mg ail. under static renswal conditions. Measured
concentrations were =LOD (=0.0500), 0.820, 1.08, 1.5%, 2.07, and 3.05 mg al'l (96.7-105% of nominal).
Diuring the 96-hour test, there were 28,6, 100, 100, and 100% monalities in the 1.08, 1.59, 2.07, and 3.05 mg
ai/l, mearment groups, respectively. No other martalities were chserved. The sub-lethal effects included fish at
the surface, complete loss of equilibrium, lethargic, and reduced activity in the =1.08 mg ai’l reatment groups.
The MOAED based on mormality and sub-lethal effects was 0,820 mg ai/l. The 96-h LTy was 1.19 mg aifl.
Based on the results of s study, Indomethane is categorized as moderately toxic o commod carp on an acuts
toxicity basis in accordance with the classification system of the U5, EPA.

This study is scientifically sound and it fulfills the US EPA guidelines for acute toxicity testing on freshwater
fish, As a result, this study 13 classifisd as ACCEPTABLE.

Resulis Synopsis

Test Organism SizefAge (mean weight ot length): Age not specified; 4.7 em and 1.1 g (mean of 7 control fish
at test rermminalion).
Test Type {Flow-throush, State, Static Benswal): Static renswal

Ll 1.1% mg al’L 03% C.01; (.82-1.59 mg ai'T.
MOAEC: 0820 mg ail.  Probit 5lope: Mot applicable
EC 50 Mot calewlated

Endpoinis) Affected: Mortality and sub-lethal effects




Data Evaluation Report on the Acute Toxicity of lodomethane to Common Carp
PMEA Submission Mumber {.........] EF A WMEID Mumber 466234-01

Data Beguirement: BMEA Data Code {.cen]
EPra DT Barcode T32070
OECD Data Point {.eeeees i
EPA MRID 466234-01
EPA Guideline 72-1

Test material:  lodomethans Purity: 99.89%
Commeon name:  Todomethane
Chemical name:  1UPAC: Iodomethane or methyl iodide

CAS name: lodomethane

CAS Mo, 74-884

Synonyma: Mot reported

Primary Reviewer: Rebecca Bryan Slgnature: Rabteea 1. E"‘E] =
Staff Scientist, Dynamae Corporation Diate: 19406

Secondary Reviewer: Terl 5. Myvers Signature: (&MS ,»’}‘W
Senior Scientist, Cambridge Environmental Inc. Date: 171906

Secondary Reviewer: J. Felkel jﬁ 7& 74 7 Iz, /3 Py /,gé

Wildlife Biologist, USEPA/OPP/EFEIVERES

Reference/Submission No.: {o}

Company Code SR
Active Code  eeieieeny [For PMEIA]
Use Site Category: | [For PMEA]
EPA PC Code Q00011

Date Evalnation Completed: {dd-mm-yyyv] :
CITATION: Sueta, S. 2003, A 96-hour Acute Toxicity Test of Todomethane with Common Carp. Unpublished
study performed by Kurume Laboratory, Fubmoka, Japan, Laboratory Beport Mumber: 32548, Smdy sulbwmitted by
Arysta LifeScience Corporation, Tokoyo, Japan. Experimental start date was June 17, 2002 and experimental
termination date was June 21, 2002, The final report was 1ssued February 24, 2003,

DISCLAIMER: This document provides guidance for EPA and PRMEA reviewsrs on how to complete a data
evaluation record after reviewing a sclentific stady concerning the acule toxicity of a pesticide to fish, Tt is not
intended o preseribe conditions to any external party for conducting this study nor to establish absolute criteria
regarding the assessment of whether the study is scientifically sound and whether the siudy satisfies any applicable
data requirements. Reviewers are expected o review and to determine for each sudy, on a case-by-case basis,
whether it is seientifically sound and provides sufficient information to satisty applicable data requirements. Studies
that fail to meet any of the conditions may be accepted, if appropriate; similarly, stdies that meet all of the
vonditions may be rejected, if appropriate. In sum, the reviewer is to take mto account the totality of factors related
o the test methodology and results in determining the acceptability of the amdy.

This Diata Evaluation Record may have been revised by the Environmental Fate and Effects Division subsequent to
signing by Dynamac Corporation/Cambridge Environmental, Inc. persommel,




Data Evaluation Report on the Acute Toxicity of lodomethane to Common Carp
PMEA Submission Number {..........} ___EPA MRID Number 466234-01

EXECUTIVE SUMMARY:

In a 96-h acute toxicity study, common carp, Cyprinus carpio, were sxposed o lodomethane at nominal
concentrations of 0, 0.781, 1.09, 1.53, 2.14, and 3.00 mg 2L under static renewal conditions. Measured
concentrations were <LOD {(<0.0500), 0.820, 1.08, 1.59%, 2.07, and 3.05 mg ai’L {96.7-105% of nominal). During
the 96-hour test, thers wers 28,6, 100, 100, and 100% mortalities in the 1.08, 1.59, 2.07, and 3.05 mg av'L treatment
groups, respectively. Mo other mortalities were observed. The sub-lethal effects included fish at the surface,
complete loss of equilibrium, lethargic, and reduced activity in the >1.08 mg ai'L. treatment groups. The NOAEC
based on mortality and sub-lethal effects was 0820 mg ai'L. The 36-h LCy was 1.19 mg av'l. Based on the results
of this study, Iodomethane 18 categorized as moderately toxic to common carp on an acuts toxicity basis in
acenrdance with the classification syzem of the U5, EPA.

This study is scientifically sound and it fulfills the US EPA guidelines for acute toxicity testing on freshwater
fish, Az a result, this study 15 classified as ACCEPTABLE.

Results Synopsis

Test Organism Size/Age (mean weight or length): Age not specified; 4.7 cm and 1.1 g (mean of 7 control fish at
test termination).
Test Tvpe (Flow-through, Statie, Static Benewal): Static renewal

Lis: 1.19 mg ai’L 5% C.L: 0.82-1.39 mg ail.
NOAEC: 0.820 mg ai’L.  Probit Slope: Not applicable
EC:: Mot caleulated

Endpaint(s) Affected: Mortality and sub-lethal effects

Page 2 of |3




Data Evaluation Report on the Acute Toxicity of lodomethane to Common Carp
PhiBA Submission Mumber { EPA MRID Number 466234-01

LMATERIALS AMD METHODS

GUIDELINE FOLLOWED: The study protocol was based on procadures outlined in the U5 EPA

4,

3.

OPPTS Guideline Number 830, 1075, Deviatons from U5, EPA Guideline
§72-1 included:

The species tested in this study, Cyprinug carpio, is not recomumendad by the US EPA §72-1 SEP guideline,
buet it is among species allowed by the draft OFPTS B50,1075 puideline (April 1956].

The age of the test organism at test initiation was not specifisd.

The acelimation peried (9 davs) was less than reconunended (14 days). The food provided during
acclimation was not reporad,

There were caly 7 fish per concentration; the reviewsr caleulated the biomass loading rate to be 0.33 g/L.

The TOC, particulate matter, and chlorine content of the water were not reported,

These deviations do not affect the acceptabiliny or validity of the stady,

COMPLIANCE: Signed and dated GLP, Qualty Assurance and Confidentiality statements

were provided. This study was conducted in accordanee with GLF
srapdards set forth by the L5, EPA (1989, (p. 3).

A, REFORTED MATERIALS:

1. Test material Indomethans

Description: Colorless clear liguid

Lot No./Batch No. ; 18801

Purity: 99.9%

Stabiliry of componnd

under test conditions: The stability of the test subsiance in the dilution water during the course of
the smedy waz demonstrated by analytical determinations at 24 hour intervalg
for the "old” and "new” test solutions. Recoveries at all treatment levels
were 93.0-1 1 8% of nominal concentrations during the test, with no pattern

of decline,

(LECTY vecommends warer sodulility, stability in water and lghy, pKa, Pow, and vapor pressure of test
componnd)

Storage conditions of
test chemicals: Test material was stored in a cool, dark place during the test pericod.

Page 3 of 13




Data Evaluation Report on the Acute Toxicity of Iodomethane to Common Carp
PMRA Submission Number {.........} 4 EPA MRID Number 466234-01

_ Physicochemical properties of Todomethane.

Parameter Values Comments

[ Water solubility at 20EC 2 100 mL

Vapor pressure 400 mmHG (25°C)

U% absorption Mot reported

| pKa Mot reported

Kow _ Mot reported

2. Test organism:

Species: Common carp, Cyprinus carpio
EPA recommends o cold water species {prefevably rainhew teont Oncorlynchus
myiiss) and a warm water species (preferably bluggill sunfish Lepomis
macrochirug), OECD recommends choice of species at discretion of testing
laboratory.

Agpe at test initiation: Age not specified

Weight at study initlation; 1.1 £0.17 g (mean of 7 contral fish at test termination).
EPA recammends: mean 0.5 - § g

Length at study initiation: 3.7 = 0.20 cm {mean of 7 control fish at test termination).
EPA recommends: Longest non > 2x shartest; QECD recommends 2.0 7 1.0 ¢m for
binegill and 5.0 ¥ 1.0 em for rainbaw trout

Source: Sugishima Fish Farm, Kumamoto, Japan
EPA vecommends that all organisms be from the same source

B. REPORTED STUDY DESIGN:
1. Experimental Conditions

a.  Range-finding Study
Mo range-finding smdy was repored,

b. Definitive Study

Table 1: Experimental Parameters

Parameter Dietails

The acclimation period was less than
Acclimation v recomnended, The food provided
| during acclimation was not reported,

T TS S S

Paze 4 of 13




Data Evaluation Report on the Acute Toxicity of Todomethane to Common Carp
PMEA Submission Number {...... i EFA MRID Number 466234-01

} Remarks
Parameter Details

Criterie

Puriod: At least 9 days The recontmended acclimarion period i

a minimum of 14 dayps; QECD guideling

recommends @ minmuet of 12 days,

| Pratess mortality showld be < 3% 48 &

prior to testing. QECD pretest mortality |

crterip: = 0% = rejection af entire

. batch; = 3 and < [0% = continued
Health: (any mortality observed) Mortality was <5% during the 7 days | acclimation for 7 davs: <5% =

| prior to testing, aoceplahle.

Caonditions: (same as test or net) Same as test

Feeding: Mot reported.

Duaration of the test o6 hours

The recommended fewi duration is B6
hours,

Test condition

Static/ flow-through

el A reproducibie supply af toxicant is

recommended,  Consistent fow rae is
sestaally =00 vold24 howrs; meter systems
Type of dilution system - for fow- | Not applicable : should be calibrated before and after
through method, ' | study and checked rwice datly during test
periad,

Renewal rate for static renewal Every 24 hours

Aeration, if any No acration during testing.

Aeratian is not recommended; QECD

[ guideling recommends geration. [
derAtion is necessary, fest solutions mir
be analyzed periodically to verify
EXPOSUFE,

Page 3 of 13




Data Evaluation Report on the Acute Toxicity of lodomethane to Common Carp

PREA Submission Numbgr (T

EPA MRID Number 466234-01

Farameter

Details

Remarks

riteria

e e sEET e m—————

| Test vessel

| Material: {glass/stainless steel)

Size:

Fill volume:

Glass tank
BL

Approximately 23 L

| Fill volume is wsuaily 13-30 L of

Test vessed size {5 wonally J9 L 65 gal) or
30 x 60 x 30 em,

W W W

safution.

Source of dilution water
Qualicy:

| characterization was provided in

Dechlorinated tap water that was
acrated prior to testng; water quality |

Appendix 1, p. 28.

| af residual chloring meet conditions in
| the Agencys 8500010 guidelines for

dechiorinated tap water.

e R R E e e S E T e e

Recommended souwrce of difution water iy
zaff, reconstituted water oF water from a
natura! source. EPA does not
recommend the use of dechlorinated tap
wiater; however, is use may be
supportable if the biological responses
Jar the organisms and chemical anolyses

dilusion water ]
(Rt fown.epa.gowopplaflre OPPTS_H
armonized/§50_Ecological Efects Test
_uidelines/Drafi/850. 1010 pdf
Difution warer should be intensely
asrated before the studv. QECD permits

Page 6 ol 13




Data Evaluation Report on the Acute Toxicity of lodomethane to Common Carp

PMRA Submission Number {........... |

EPA MRID Number 466234-01

Parameter

Remarks

Criteria

Waler parameters:
Hardness

pH

Dissolved oxvegen
Tatal Crganic carbon
Particulate Matter
Metals

| Pesticides ”

Chlorine
Temperaturs

{Salinity for marine or esluarine
species)

Intervals of warer quality
measurament

44 mp/L
7.1-7.8
6.4-8.4 mg ai’l

Not reported

| Mot reported

Mot detectad

Mot detected

| Mot detected

22.8-23.0°C

NiA

Every 24 hours

| The TOC, particﬁlate matter, and

chlorine content of the water were
ot reported.

Hardness:

EPA recommends 40 - 48 mpg aiiLas
CalCO; (QECD recommends 10 - 250 my
adil)

ol

EFA recommends 7.2 - 7.4; 8.0-8.3 jbr
marine-stenohaling fishes, 7.7-8,0 fir
extuaring-gurphalive fivhes, monthiy
range < (L&) (OECD pecammends pH
6.0 - 83)

Dizzol pEER

EPA recommends: Static: 3 60% during
first 48 hes and 5 40% duving second 48
hrs; flow-through: F80%; (OECD
muideling recommernds af leass 80%
saturation value),

Temperare,

EEA recommends {2 EC for coldwarer
species, 17 or 22 EC for warmwaier
species, and 22 + 1 BC for
exmaring/maring organizms, (OECD
recatmmends 2f - 250 for blwegill and
13- 130 for rainbow trout),

Salinity,

EFA recommends 30-34%s (paris per
thousand) for marine, 10-1 %0 for

| estugrine fish, weekly range < 6%

Fater guality should be measured at
beginning of test and every 48 howrs.

solvent control:
treated ones:

1
Not applicable
1

B T L L T T T ey

| Becommended number aof replicales

includes a control and five treatment
fevels. Each concentration should be
6% af the next highest concentratinn,
cancentrations should be in a gpeometric
FEFEY.

control:
| solvent control:
treated ones;

-
Mot applicable
1

There were only 7 Gsh per
concentratiog,

MNumber of organisms per replicate
should be T {Qconcentration; OECD
guideline recommends at least 7
Sishiconcentration,

Page T of 13
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Data Evaluation Report on the Acute Toxicity of lodomethane to Commeon Carp

PME.A Submission Mumber |

EPA MEIT} Mumber 466234-01

Parameter

Details

Remarks

R

Criteria

| Biomass loading rate

Mot reported; reviewer caloulated w
 be 0.33 gL

| 1.1 g/fish * 7 fish/tank + 23 L tank =

033 gL

Recommended static conditions are 0.8
Lot #I7EC and #0.5 g/l at = ITEC.
Fecommended flow-through conditions

| are # 1 giliday. OECD recommends o

maxteiern af | g fish/L for stavic and
sgmi-statie, while higher rates gre
recommended for Tow-through.

| Test concentralions:
nominal:

measured:

0781, 1.09,1.53, 2,14, and 3.00 mg
ai’L

0.820, 1.08, 1.5%, 2.07, and 3.05 mz
aiiL. g

Solvent (type, percentage, if used)

| MeA

The sodvent shawld not excead 0.3 mifl,
Jor static teste ar 0.0 mbL for fow- -
thrgugh teges; OECD recommends that
the solvent not exceed (00 my a i/l

memme—mcsasEsEaEr

Lighting

| 16-houss light/8-hours dark

The recommended photo period is [
Rours of light and & hours of davk with g
15-30 minute transition period. OECD
recommends a photo period of 12 =16
howrs,

Feeding

Animals were not fed during testing, |

Fish should not feed during the study.

Recovery of chemical

| Frequency of determination
Level of quantization
Level of detection

93.0-118%; of noaminal
Every 24 hours

| Mot reported

0,0500 mg aifL

Based on test samples (Table 5, p.
25).

Positive control {if used, indicate
the chemical and concentrations }

Prior to testing, the 96-hour LCg, of
Cu304 SH20 was determined to be
0.257 me'L for carp.

The reference substance test
concentrations were nof reported.

| Nong

Mher parameters, iF any

Page 8 of 13




Data Evaluation Report on the Acute Toxicity of l[odomethane to Common Carp
PMRA Submission Nurnber {...........} : EPA MEID Number 466234-01

2. Observations:

Table 2: Observations

. BRemarks
Parameter Details
! Criteria

Paramelers measurad Mortality and sub-lsthal effacn.s
| including the sub-lethal
effects/toxicity symproms

Observation intervals | Every 24 hours

Observation mervals should be a minimum of
every 24 howrs.

Were raw data included? Yes, sufficient

Other chservations, if any

A. REPORTED MORTALITY:
During the 96-hour test, there were 28.6, 100, 100, and 100% mortalities in the 1.08, 1.59, 2.07, and 3.05 mg

ai’L Ireatment groups, respectively, No other mortalities were observed. The NOAEC based on mortality was
0,820 mg aifL.

Page 2 of' 13




Data Evaluation Report on the Acute Toxicity of lodomethane to Common Carp
PIMEA Submission Mumber [.........} ) EP A MRID Number 466234-01

Table 3: Effect of lodomethane an Mortality of Common carp.

Ohbservation period

No. of

Treatment fish at Day 1 Day 2 Day 4
(g ai/l) start ! ‘ .
measured and (nominal} of No v No v . No o

concentration used | study | pead | mortality Dead | mortality Dead | mortali
- Contral (dilution water T T —r= 1%1

Il cnlw) 7 1o 0 , ) 1o | 0

0.820 (0.781) 7 lo o | ,, 0

| 1.08 (1.09)

I 1.59 (1.53)

2.07 (2.14)

3.05 (3.00)
NOAEC {mg ai/L)
LCsp (mg ai/L)

| Positive control, if used

* Based on nominal test concentrations.
NaA= Mot applicable

B. REPORTED NON-LETHAL TOXICITY ENDPOINTS:
During the 96-hour test, the sub-lethal effects included fish at the surface, complete loss of equilibrium,

lethargic, and reduced activity in the 21.09 mg ai'L treatment groups. The NOAEC based on sub-lethal effects
was 0.820 mg ai/L.

Page 10 of 13
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Data Evaluation Report on the Acute Toxicity of lodomethane to Common Carp
PMEA Submission Nurnber {..........}

EPA MRID Mumber 466234-01

Table 4: Sub-lethal Effect of Todomethane on Common carp.

Treatment
{mg ai'L)
measured and (nominal}
concentration used

Ohservation period

Day 1

Day 2

Dhay 4

B 4, affected’

% affected

% affected

| Control (dilution water
|| only)

0.820 (0.781)

1.08 (1.09)

N

Reduced activity

1.59 (1.53)

e

2.07 (1.14)

el

At the surface, lethargic,

| 3.05 (3.00)

| Reduced activity

| and reduced activity
*

MHOAEC (mg ai’L.)

Tz207

1.59

0.820

iUAEC (g ai’L}

3.05

2.07

| 1.08

.Ec‘sg {mg ai’ L)

Mot caleulated

Mot caloulated

Mot caleulated

“ Positive control, ifused %

| sub-lethal effjfe;t: ECs0:

Na

—_—

| MA

Na

1

N = Appears normal
NA = Not applicable

' The % affected was not provided, only descriptions of the sub-lethal effects were reported.

* 100% mortality

C. REPORTED STATISTICS:

Method: The 96-hour LC s was determined using the binomial test. The NOAEC was visually determined based on

sub-lethal effects and mortality data. The calculations were based on the nominal test concentrations.

Sa-Hour
L’Esq: 1.138 mgu"L
NOAEC: (LE20 mgT

Probit Slope: Mot provided

3% C.1: 0.781-1.53 mg/L

95% C.1.: Not applicable

D. VERIFICATION OF STATISTICAL RESULTS:

atatistical Method: The B36-hour L0 was determined using the binomial method via TOXANAL statistical
soltware. The NOAEC was visually determined based on sub-lethal effects and mortality data. The calculations

wers based on the mean-measured test concentrations.

LCsy: 1,19 mg aifl
NOAEC: 0.820 mg ai/L.
ECs: Not calculated

95% C.L: 0.82-1.59 mg ai’L

Probit Slope: Not applicable

Endpoint(s) Affected: Mortality and sub-lethal effects
Page 1] of 13




Data Evaluation Report on the Acute Toxicity of lodomethane to Common Carp
PMRA Submission Number { ' ) - EPA MRID Number 466234-01

E. §TUDY DEFICTENCIES:

Thers wers no significant deviations from U.S. EPA guidelines that affected the acceptability of this study.

F. REVIEWER'S COMMENTS:

The reviewer’s conclusions regarding the LCs estimate differed only slightly from the study author’s; the reviewer's

LCyy estimate was calculated using the mean-measured concentrations, instead of the nominal concentrations. Asa

result, the reviewer's LCsp is reported in the Executive Summary and Conclusions sections.

'G. CONCLUSIONS:
_ This study is scientifically sound and it fulfills the U.S. EPA guideline for acute toxicity testing on freshwater fish.
© As aresult, this study is classified as ACCEPTABLE. The 96-h LTy was 1,19 mg ai/L. Based on the results of this

study, lodomethane is categorized as moderately toxic 1o common carp on an acute toxicity basis in accordance with

the classification system of the 1.8, EPA. The NOAEC for mortality and sub-lethal effects is 0.820 mg ai'L.

LCsy 1.19 mg ailL 05% C.I1.: (L82-1.59 mg ai/l

NOAEC: 0.820 mg ai’l.  Probit Slope: Not applicable

EC sy MNot calculated

Endpoint(s) Affected: Mortality and sub-lethal effects
. REFERENCES:

Mo references weare cited.

Page 12 of 13




Data Evaluation Report on the Acute Toxicity of Iodomethane to Common Carp
PMEA Submission Mumber 4 _EPA MRID Number 466234-01

POSE] PROB. { PERCENT)
3.05 j -1B125
2.07 . 18125
1 .58 »18LdS
1.08 ' 28.57143 22.65625
.82 ¥ . 78125

THE BINOMIAL TEST SHOWS THAT .82 AND 1.5% CAN BE

USED &S STATISTICALLY SOUND CONSERVATIVE 395 PERCENT
CONFIDENCE LIMITS, BECAUSE THE ACTUAL COWFIDENCE LEWVEL
ASSOCIATED WITH THESE LIMITS IS GREATEE THAN 25 PERCENT.

AN APPROXIMATE LCS0 FOR THIS SET OF DATA IS 1.186408

WHEN THERE ARE LESS THAMN TWO CONCENTERATIONS AT WHICE THE
PERCENT DEAD IS BETWEEN O AND 100, MEITHER THE MOVING AVERARGE NOR THE
PEOBIT METHOD CAN GIVE ANY STATISTICALLY S0UMND RESULTS.

Page 13 of 13




Material to be added to an e-Jacket

Reg. No. _ (320 - Uu

Placement within the e-Jacket:

% Default: chronological top
_ Other: (PDF page number, i.e., “before page 45”)

~ Is this material:
~ Newly accepted label (excluding Final Printed
label) |
7 Notification
1 New CSF

3.  Attach this notice on top of the material. It
must be clipped all together, NOT STAPLED.
Then give the material with this coversheet to
staff in the Information Services Center (Room
230).

Reviewer’s Name: _ |/ ‘(T UJL%]LI’U
Phone: 03%5572) _ Division: @/ﬁﬁ

Date: //r5/0¢
/7 ;




E-Jackets are coming!

The march towards a paperless office continues with the conversion of
paper regulatory files (Jackets) into e-Jackets. As of January 12, 2008, 19.2% of -
all regulatory files in the File Room have been converted into PDFs and are now
available electronically in OPPIN (when you request a Jacket, click on the little
red “E" button that will appear when your Jacket has been imaged and your
Adobe Acrobat Reader will launch so you can view the e-Jacket). Once a Jacket
has been converted into an e-Jacket and is available electronically, the paper
Jacket is retired to the Federal Records Center.

How is new material added to an e-Jacket?

Once a Regulatory Jacket has been imaged and the paper Jacket has
been archived (sent to the Federal Records Center), a new process has been
established to add the new material to the e-Jacket. Just follow the instructions
below. '

To add material to an e-Jacket:

1. Collect the documents or material relating to a given Reg. No. and clip
(NOT staple) the material together with the coversheet (“Material to be added to
an e-Jacket"). Be sure to indicate if the material contains a new label, including a
notification {but, excluding Final Printed Labels) or a revised CSF, such that there
is information that needs to be captured by the Contractor for PPIS.

2. Give the material with the completed coversheet to the staff of the
Information Services Center (Room 230).

3. The ISB staff will image the material and append it to the current PDF of
the e-Jacket within one week. From then on, the material will be available
electronically through the e-Jacket. '

4. Once the material has been made a part of the e-Jacket, the hardcopy
material will be archived in a batch accession.

ITRMD is planning e-Jacket demo sessions, which will be announced
soon. Look for the announcement from the ITRMD Training Team to learn how
easy it is to work with and use e-Jackets.

Contact Jeff Billingslea at 308-1838 if you have any questions.
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JNITED STATES ENWRUNMENT;&L!RDTEGTI-DN AGENCY
WASHINGTON, DC 20460

QFFICE OF
PREWENTIDN, PESTICIDES AND
TOMIC SUBSTANCES

James L. Platt i
Project Manager il
Arysta Lifescience NA Corp.

100 First Street, Suite 1700

San Francisco, CA 94105

''T onne

Subject: ~  lodomethane Technical
EPA File Symbol Number 66330-LJ1
Storage Stability and Corrosion Characteristics Study

Dear W, Platt:

The Agency has completed the technical review of the Storage Stability (830.6317) and
Corrosion Characteristics (830.6320) studies (MRID 466342-01) submitted in support of the
registration of the subject product, and has concluded that these studies are acceptable. A copy
of the Agency’s Data Evaluation Review DP321565 dated November 28, 2005 is enclosed for
your records.

The Agency’s decision as to whether this product will be registered will be made upon
completion of the review of other data submitted for this produet.

If you have any questions, please contact Robert Westin by phone at (703) 305-5721 or via email
at westin.roberti@epa.gov.

Sincerely,

Mary ‘Lal]lar

Product Manager (21}
Fungicide Branch
Registration Division (7505C)

Enclosure




Date: November 28, 2005
SUBJECT; lodomethane Tachnical

FROM; Debra Rate

Product Chemistry Team /ﬂ M 72 J‘[j}_ lfzefes

Technical Review Branch/RD [7505C)
L~ 2X\ &

TO: Mary Waller / Robert Westin RM 21 %14
Fungicide Branch / RD (7505C)

DECISION NO: 219256

DP BARCODE: 321565

EPAREG. NO.. 66330-UU

PRODUCT: lodomethane Technical

PCC: 000011

REGISTRANT: Arysta Lifescience North America Corporation
USE: Fungicide

INTRODUCTION:

The registrant has submitted the results of a 12 month storage stability and comrosions
characteristics study, MRID Na. 466342-01, for the subject product, lodomethane Technical. The
subject product contains iodomethane (99.8%) as the active Ingredient {Al). The Technical
Review Branch (TRB) has been asked to review for acceptahility the submitted data for the
subject product.

SUMMARY OF FINDINGS

1. The current basic CSF (dated 22/JAN/2002) has a nominal concentration of 99.8% of the Al
indomethane. The neminal concentration doas not concur with the label claim nominal
concentration of 100%; however, when rounded to two significant figures, they are equal.

2. Reference guidelines 830.8317 (storage stability) and 830.6320 (corrosion characteristics) of
the Al, iodomethane, in the subject product, were evaluated for 12 manths in the dark at 25 +
2°C. The time points for evaluation were 0, 3, 6, and 12 months. The test substance was stored
both alone and in contact with 304 stainless steel coupons in amber glass jars with PTFE lined
caps. Slainless steel was identified as the packaging material for storage and transport of the
subject product. [MRID Mo, 466342-01]

3. The chemical stability of the Al was determined by the percent of the active ingredient
measured in the test samples over the course of the one year study. The iodomethane analysis
was determined using gas chromatography {GC) with flame ionization detection (FID). GC
conditions are listed in the studies submitted with this data package. [MIRD No, 466342-01]

4. The steel coupons were visually evaluated for corrosion (discoloration, pits, cracks, etc.) The
steel coupons were also evaluated for weight change and for corrosion rate. The test substance
was evaluated visually for decompasition (discoloration, precipitation, phase separation, efz.).
[MRID Mo. 466342-01]

5. The analytical results of the samples under study indicated that the % Al falls within the
certified limits of the end-use product, as per the basic CSF (dated 22/JAN/2002). [MRID No.
456342-01]

6. The data submitted corresponding to the reference guideline 830.6317 (storage stability) and
830.6320 (comrosion characteristics) satisfy the data requirements of 40§CFR158.180. [MRID No.
466342-01]




BARCODE No.: 321565 File Symbol No.: 66330-UU PRODUCT NAME: lodomethane Technical

7. All of the studies submitted in MRID Mo. 466342-01 have been completed in accordance with
good laboratory practice (GLP). This satisfies the requirements of 406CFR160.

CONCLUSIONS:

TRE has reviewed the product chemistry data submitted for the technical product, iodomethane
and has concluded that;

1. The product chemistry data submitted corresponding to 830 Series Subgroup B, 830.6317
[storage stability) and 830.6320 (corrosion characteristics) are acceptable.
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830.1800 Enforcement Analytical Method: [MRID No.466342-01]

The method used to determine the %Al, iodomethane, is gas chromatography (GC) with FID.

Reagents:

lodomethane reference material, GLP characterized

Chlorofarm with 0.75% ethanol

Equipment and Operating Conditions:

as Chromatograph:

Injector:

Injectar Temperature:
Carrier Gas:

Flow Rate:

Septurm Purge Flow:
[mjection Yolume:

Flame ionization detector:
Detector Temperature:
Cwene

Initial Temperature;

Ramp:

Final Temperature:

Capillary column:

Hewlett-Packard gas chromatograph, HP5890 Series GC system
with Series 7673 injector, controlled by personal computer.

Split '

200°C

Helium

14 psi

40 — 100 ml { min

1l

250°C

40°C (hold 4 min)

. 20°C / min

200°C (hold 1 min)
Restek Rtx-624, 0.25 mm i.d., 1.4 wm film thickness, 30 m length

Usual labaratory glassware including pipettes, bottles, balances, stc.

B30.6317(Storage Stability):

The test substance showed no signs of change during the study.

- Time {months)

Results (%lodomethane)

Average
(Y%lodomethane)

O {initial)

99.3, 89.4, 100.4, 100.5

1000+ 0.8

3 100.5, 100.5, 99.8, 99.8,

100.2 0.5

100.2, 100.2, 100.0, 100.0

6 99.9,99.9,88.9,89.9

90.8+0.0

09.8, 99.8, 99.9, 998

12 | 100.4, 100.5, 101.7, 101.7

1011208

101.7, 101.8, 100.6, 100.7

830.6320(Corrosion Characteristics)

Over the 12 month study, there was no significant weight change to any of the stainless steel
coupons evaluated. There was no discernable corrosion of the stainless steel over the course of

the study,




Material to be added to a Mini-Jacket
(in the case where an e-Jacket exists)

Reg.No. _( & 330- U L

Instructions: Attach this notice on top of the
material. It must be clipped all together and
there should be NO STAPLES in the material.
Then give the material with this coversheet to
staff in the Information Services Center (Room
230).

Reviewer’s Name:

 Phone: 35~ 745/ _ Division: 76

Date: J-432-24

Current 22 of Friday, February 10, 2005




Arysta LifeScience

March 28, 2006

Office of Pesticide Frograms
Dacumeant Processing Desk

.5, Envirgnmental Protection Agency
Room 259, Crystal Mall 2

1801 Bell Street

Arlington, Wa 22202

Attn: Mary Waller
Product Manager 21
(703) 208 9354

RE: Lodomethane - Authorization to discuss in Cancer Risk Assessment Forum.
Dear Mary:

Per John Kinzell's email of March 07, 2006 to Mike Metzger regarding this issue, please consider this
letter &rysta LifeScience Morth America Corporation’s formal authorization for the Agency to discuss
Iodomethane in the Cancer Risk Assessment Forum.

Should you have any questions, please contact me at (415} 2759 6031.

Thank you and best regards,

Laurent C. Mézin, Ph.D.

Consulting Regulatory Manager
Arysta LifeScience North America
15401 Weston Parkway, Suite 150
Cary, NC 27513

415 279 6031

Arysta LifeScience Morth Amarica
15404 Westan Paroway, Suite 150, Cary, Morth Caraling US4 27513 Telephone: [+1) 9196784900, Fax: (+1) 915-678-2134
wnw, arystalifascience. com






